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DETAILED ACTION 

Claims 1-27 are herein under examination. 

Specification 

The disclosure is objected to because it contains an embedded hyperlink and/or 
other form of browser-executable code on page 4, first paragraph of the specification. 
Applicant is required to delete the embedded hyperlink and/or other form of browser- 
executable code. See MPEP § 608.01. 

Claim Rejections ■ 35 USC § 101 

35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of 
matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to the 
conditions and requirements of this title. 

Claims 1-22 and 25-27 are rejected under 35 U.S.C. 101 because the claimed 
invention is directed to non-statutory subject matter. 

Under the Interim Guidelines for Examination of Patent Applications for Patent 
Subject Matter Eligibility (published in the O.G. notice (1300 OG 142) on 1 1/22/2005) a 
method that does not result in a physical transformation of matter MAY be statutory 
where it recites a concrete, tangible and useful result; i.e. a practical application. 

In the instant case, the claims are directed to a method that classifies a subject. 
In the instant case, the method of claims 1-22 and 25-27 do not result in a physical 
transformation of matter, nor is any concrete, tangible and useful result 
produced/recited. Therefore, these claims are not statutory. 



Claim Rejections - 35 USC §112 
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The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter, which the applicant regards as his invention. 

Claims 1-27 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. Applicants cite the word shape with reference to 
evaluating said profiles in claim 1, but the word "shape" has been deemed vague and 
indefinite. It is unclear as to what exactly the word "shape" may refer. For example, 
claim 2, a dependent and further limiting claim states that the blood glucose values 
comprise a time series. If shape, found in the independent claim, encompasses a 
broader range than a time series, then what else does it refer? 

Claim 1 recites the limitations "said plurality of glucose values" in line 5 and "said 
profile" in lines 3 and 6. There is insufficient antecedent basis for this limitation in the 
claim. If applicant intended to refer to plurality of glucose concentrations and glucose 
profile respectfully, then please amend claim appropriately for the record. 

Claims 2-27 are being rejected as being dependent from a rejected claim. 

Claims 17-20 are also rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. The claims have variables that are not clearly 
defined and therefore are deemed vague and indefinite. For example, variables Pi and 
Wi in claim 17 are not defined and are therefore deemed vague and indefinite. It is also 
unclear as to what influences the weighting factors and how their values are determined 
and is also deemed as vague and indefinite. Appropriate correction is required. 
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Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

Claims 1-13, 16, and 21-27 are rejected under 35 U.S.C. 102(e) as being 
anticipated by Kalatz et al. (US P/N 6925393). 

The claimed subject matter is directed to a method of screening a subject for 
disorders of glucose metabolism, comprising measuring a glucose profile, evaluating a 
shape of said profile, classifying a subject based on the evaluation and threshold 
values, warning and advising subject on health risks associated with classification. 

Claims 1, 2, 5, and 22 are taught by Kalatz et al. in the Abstract, in Fig. 3, and at 
col. 3, lines 66-67 and col. 4, lines 1-19. Kalatz et al. in the Abstract teaches measuring 
a glucose profile, which comprises a time series and evaluating the profile according to 
at least one profile. Kalatz et al. at col. 4, lines 5-9, discusses hypo and hyperglycemia 
as predetermined classes where a subject would be classified as cited by the claims. 
Kalatz et al. teaches, in Fig. 3, parts of claim 5 wherein a parameter includes area under 
the curve and over a defined period of time along with a maximum glucose 
concentration and glucose concentration after elapse of a predetermined time interval. 
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Claim 3, is taught by Kalatz et al. at col.7, lines 43-45, where Kalatz discusses 
actual values of blood glucose concentrations. 

Claims 4, 8, and 9 are taught by Kalatz et al. at col. 7, lines 22-42. Kalatz et al. 
discusses how glucose values are proportionate, or relative as cited in the claim, to 
insulin amounts and are calculated accordingly. 

Claim 6 and 7 are taught by Kalatz et al. at col. 3, lines 66-67, col. 4, lines 1-19, 
col. 7, lines 65-67, and col. 8, lines 1-21. Kalatz et al. discusses a range of normal 
values and outside this range calls for a warning signal to the subject as being in an 
abnormal condition. The administration of insulin discussed by Kalatz et al. is indicative 
of a subject who is diabetic. 

Claims 10-13, 16, and 25-27 are taught by Kalatz et al. at col. 9, lines 5-67 and 
col. 10, lines 1-20. Claim 25 comprises several alternative limitations, such as a 
noninvasive, minimally invasive, and invasive blood glucose analyzer. Kalatz et al. 
teaches a minimally and invasive blood glucose analyzer. 

Claim 21 is taught by Kalatz et al. at col. 3, lines 66-67 and col. 4, lines 1-19. 

Claims 23-24 are taught by Kalatz et al. at col. 8, lines 9-21 and col. 10, lines 15- 
20. Kalatz et al. discusses advising the subject of screening results through a display 
which advises the subject on the amount of insulin to administer and allowing the 
patient to control the concentration levels. 

Thus, Kalatz etal. anticipates claims 1-13, 16, 21-27. 



Claim Rejections - 35 USC § 103 
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The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claim 25 is being rejected under 35 U.S.C. 103(a) as being unpatentable over 
Kalatz as applied to claims 1-13, 16, and 21-27 above, and further in view of Proniewicz 
et al. (US P/N 6853854). 

Claim 25 is directed to methods for obtaining glucose values wherein the method 
comprises a noninvasive analyzer. 

Kalatz does not specifically teach a noninvasive analyzer for obtaining glucose 
values, but does teach the other limitations of a minimally and invasive blood glucose 
analyzer. 

Proniewicz et al., at col. 2, lines 35-67, teaches using a noninvasive analyzer for 
obtaining glucose values. 

It would have been obvious to one of ordinary skill in the art at the time of the 
instant application to combine the methods for obtaining and evaluating glucose profiles 
taught by Kalatz et al. with obtaining glucose values noninvasive^ as taught by 
Proniewicz et al. because it is a procedure that has been desirable to have and would 
be obviously more favorable to many patients who may benefit from this technology. 

Double Patenting 

A rejection based on double patenting of the "same invention" type finds its 
support in the language of 35 U.S.C. 101 which states that "whoever invents or 
discovers any new and useful process ... may obtain a patent therefor ..." (Emphasis 



Application/Control Number: 10/702,236 



Page 7 



Art Unit: 1631 

added). Thus, the term "same invention," in this context, means an invention drawn to 
identical subject matter. See Miller v. Eagle Mfg. Co., 151 U.S. 186 (1894); In re 
Ockert, 245 F.2d 467, 1 14 USPQ 330 (CCPA 1957); and In re Vogel % All F.2d 438, 164 
USPQ 619 (CCPA 1970). 

A statutory type (35 U.S.C. 101) double patenting rejection can be overcome by 
canceling or amending the conflicting claims so they are no longer coextensive in 
scope. The filing of a terminal disclaimer cannot overcome a double patenting rejection 
based upon 35 U.S.C. 101. 

35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of 
matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to the 
conditions and requirements of this title. 



Claim 1 is provisionally rejected under 35 U.S.C. 101 as claiming the same 
invention as that of claim 1 of copending Application No. 10/702,710. This is a 
provisional double patenting rejection since the conflicting claims have not in fact been 
patented. 

Claim 27 is provisionally rejected under 35 U.S.C. 101 as claiming the same 
invention as that of claim 43 of copending Application No. 10/702,710. This is a 
provisional double patenting rejection since the conflicting claims have not in fact been 
patented. 



Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Jason Sims, whose telephone number is (571)-272- 
7540. 

If attempts to reach the Examiner by telephone are unsuccessful, the Examiner's 
supervisor, Andrew Wang can be reached via telephone (571)-272-0811. 
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Papers related to this application may be submitted to Technical Center 1600 by 
facsimile transmission. Papers should be faxed to Technical Center 1600 via the 
Central PTO Fax Center. The faxing of such papers must conform with the notices 
published in the Official Gazette, 1096 OG 30 (November 15, 1988), 1 156 OG 61 
(November 16, 1993), and 1157 OG 94 (December 28, 1993) (See 37 CFR § 1.6(d)). 
The Central PTO Fax Center number is (571)-273-8300. 

Any inquire of a general nature or relating to the status of this application should be 
directed to Legal Instrument Examiner, Tina Plunkett, whose telephone number is 
(571)-272-0549. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov . Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 





